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Form AEC-4 83
(5/7 2)

10 CFR31
U.S:'ATOMIC ENERGY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Form Approved
Budget Bureau No.
36-RO 160

S~ection 31.1 1 of 10 CFR 31 cstablishes a gcncral license authorizing physicians, clinical laboratories, and hospitals to possess
certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or external

I administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct
I material under 10 CFR 31.11 is not authorized until the physician, -clinical laboratory, or hospital has filed Form AEC.483 and

received from the Commission a validated copy of Form AEC-483 with registration number. I

Rehato.C.. Yhaya',M4.DJJ
9 Hospital-'Drive
Toms .PRiverITJ.. 08753

INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Energy Commission
Attention: Directorate of Licensing,

Materials Branch
WVaslsington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first letter of the address
below the left dot and do not extend the
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.)

r -. :' , 1 a

. ; - 7 -

3. I hereby apply for a registration number pursuant to §
31.11, 10 CFR 31 for use of byproduct materials for

. (please check one block only)
.I5a. Myself, a duly licensed physician authorized to

. iminp.n~ drtiv- in the tiractice of medicine.

[1 b. The above-named clinical laboratory.

* c. The above-named hospital.

.. 4. To be completed by the Atomic Energy Commission

Registration number: 27

U. ~S ATO)%!C ~iiE STON

BY: Clarence A.io3/19174
(Leave this space blank-number to be assigned by AEC)

5. If place of use is different from address in Item l, please give complete address: I , ; - i I I . Z :� - - .

.. � ; . , i ; ,

6. Certification:

I fiereby certify that: . . . *. . , , .
.�.
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b. The registrant has appropriate radiation measuring ins trumcnts to carry out the tests'for which byproduct material will be used under the
general license of 10 CFR 3 1.11. Thc tests will be performed only by pcrsonnel competent in the use of the instruments and in the handling
of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such changge.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form); and I
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general license for wvhich this Registration Certificate is filed wvith the Atomic Energy Commission.

i, '. Date 7 By f2) t_ 7 1 4 h..
Signweof Person 1iling forni,

o. Y~.VA~ 1 i ) A
Printed name and title or position of person filing form I .

WARN ING-1S U.S.C., Section'10011: Act of June 25, 1948; 62 Stat. 749; makes it a criminalI offen se to make a wit fifully false statement or
I . Irepresantation to any department or agency of the United States as to any matter within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 1

§31.11 General license for use of iodirne-125
or iodinL-131 fur if) vitro clinical or
laboratory testing.

(it) A genenral license is hereby issued to :ny
physician, cl nical l;;bt oraory, or hospital to
receive, acquire, possess, trainser or usc, for any
of the fotlossing stated tcsts, in accordance with
the provisions of paragraphs (b), (c), (d), (e),
and (f) of tlis soction, the following byproduct
matcriAls in p e packialged units:

(I) lodine-125, in units not exceeding 10
inicrocuJies cach for use in vitro clinical or
laboratory tests not involving internal or
extcrna ,1 srioniitration ot' hyprod oct material,
or the radiation thercfroin, to human bci.rgs or
animnals.

(b) No pei sort shall receive, acquire, possess,
tse or transfer byproduct material pursunmt to
the general license established by p:aragToph (a)
cf this section until bie has filed Form
AEC483, "Registration Certificate-In Vitro
Tcsting with IByprodnct Milatrrial Under General
License", with the Directorate of Liceriina.
Materials Brandi, U.S. Atomic Energ y
commission, WashinIgtoin, D.C. 20545, andt
received from the Commission a vatidated coply
of Foirm AEC-483 with registration number
assigns 1. 'lie registrant slhall furnish on Form
AEC-483 tire fo'llowing inforimation and such
other information as may bc reCtirced by that
form:

(1) Name and adress of the registrant;
(2) The location of use; and
(3) A sta-eenrit that thc registrant has

approprirlte radiation mneasuring histrum-ents to
carry out in vitro clinical oir laboratory tests
wvith byprodu-t materials as authoriiced under
the gcneral license in paragraph (a) of Ihis
section, and that such tets will be performed
only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials.

(c) A person waho receives, acquires.
possesses or uses byproduct material prrrsuant
to tIre general license established by paragraph
(a) of this scction shall comply wvitht the
following:

(I) Th'e gencral licensee sh1all not possess at
any one time, purstiant to the general license it
paragraliti (a) of this section, at any one
location of storage or use a total anmount of
iodine-125 and/or iodine-131 in excess of 200
microcurics.

(2) The general liccnsec shalt store the
byproduct nrtcrial, until used, in the original
shipping contdi.er or in a container providing
equivalent rauiation protection.

(3) The general licensee shtll ise the
iyprodstct' initeri rl only for the uses authorized
by p;,ragraph (a) of this section.

(4) The gencral licensee shall riot transfer
the byproduct material to a person ,slio is not
authlorized to receive it pursuant to a license
iescnel by fi•a C;rmr. ission or an Agreemcn:
State,1 nor transfer the byproduct material in
any manner other than in the unopened.
labeled shipping centeincr as received from the
supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material
plursuant to paragraph (a) of this section:

(I) Except as prepackaged units which arc
labeled in accordance with tIre provisions of a
specific license issued under the provisions of
§32.71 of Ihis chapter or in accordance wvith
the provisions of a specific license issued by an

' A State to which tire Commissiorn has
transfrcdrer certain regulatory authority over
radioactive material by formal agreeciet,
pursu1ant to section 274 of the Atomic Energy
Act of t 954, as amended.

Agree mcrnt S tatc, which autohorizes -
manufacture and distribution of iodine-125 or
iodine-l 31 for distfribu1ion to persons genie'
liectised by the Agreement State.

(2) Unless the following statereint, .
substantially simiiar statelent wvhich contains
thif informationi called for in thie following
statement, zppcals on1 a label affixed to cact
prepackaged unit or appears in a leaflet or
brocihurc MvliMh accompanies the package:

This radioactive material may be received,
acsjuired, possesed, and used Only by
physicians, clinic:t ltinhoratorics or tiospit:ls and
only for in vitro clinical or laboratory tests riot
involving internal or exteriral admrinistrationo of
the material or ttie ra diatin i thercfo m to
human heinigs oSr anilimals. Its receipt,
acqiisition, possessio n, use, and tra rsfer are
su ;t.et to the regu:. tioris and at general license
of the tU.S. Atromic E nelrgy Connnissiorr or of a
State with ishici the Comnrissiorn has entered
into an agreement for tie exercise of regulatory
authority.

.}

'[

Name nif manufacturer

(e) The registrant possessing or using
bylroduct taterialis inde tile general license
of paragrapb (a) of this section shall report in
'aritirig to the Directorate of Licensing,

MN~aterials Branch, ally changes in iniforination
furnished by himn in the "Registraltion
Certificrte-In Vitro Testing with lByproduct
Material Under General LiceIrse", Form
AEC- 483. The report shtal be furnishied within
30 days after tIre effective date Of SUChI change.
- (f) Any percorn using byproduct maiter
prirsuarat to tIre general license or paragraplhA
of this section is exempt. from thle rcquirente'.
of Part 20 of tbis chapter with respect X
byproduct materials covered by that general
lice rse.

N OTE

If larger quantities or other forris of byproduct material than those specified in tIre general license of 10 Cl-R 31.11 are required, an
"Apphication for Byproduct Material License," Form AEC-313, should be filed to obtain a specific byproduct material license. Copies of applicaition
and registraition forms may be obltairied from tle United States Atotirie Energy Corimmnission, Washington, D.C. 20545, Attention: Materials Branch,
i)irectorate of Licensing.
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